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ABBREVIATIONS 

Abbreviation or Specialist Term Explanation 

AE Adverse event 

ATC Anatomic therapeutic chemical 

BID Twice daily 

BRS Back quadrant raw score 

CGI-I Clinical Global Impression of Improvement 

CGI-S Clinical Global Impression of Severity 

CI Confidence interval 

CMH Cochran-Mantel-Haenszel 

CRO Clinical research organization 

CS Clinically significant 

CTCAE Common terminology criteria for adverse events 

ECG Electrocardiogram 

ET Early termination 

HBV Hepatitis B virus 

HCV Hepatitis C virus 

LOCF Last Observation Carried Forward 

LRS Left quadrant raw score 

MedDRA Medical Dictionary for Regulatory Activities 

mITT Modified intent-to-treat 

NCS Not clinically significant 

PCS Potentially clinically significant 

PGI-I Patient Global Impression of Improvement 

PGI-S Patient Global Impression of Severity 

PP Per protocol 

PPD Purified protein derivative 

PT Preferred term 

QD Once daily 
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12.2.3 Change in satisfaction of hair coverage as reported by the patient 

The patient satisfaction hair coverage questionnaire will be assessed by the patient. The patient 
might select one of the five numeric choices representing “very dissatisfied” (0) to “very 
satisfied” (4).  For consistency with the satisfaction of hair coverage quality questionnaire (see 
Section 12.3), responses to the satisfaction of hair coverage questionnaire will be rated 1 (“very 
dissatisfied”) to 5 (“very satisfied”) in the summaries and by-patient data listing. Missing data will 
not be imputed. 

Responses to patient satisfaction question will also be summarized based on the mITT analysis 
population by category, visit, and dosing regimen using count and percentage.   

The patient satisfaction hair coverage will be further categorized as ‘satisfied’ (i.e., including 
responses of ‘somewhat satisfied’, ‘mostly satisfied’, and ‘very satisfied’) or ‘dissatisfied’ (i.e., 
including responses of ‘dissatisfied’ and ‘very dissatisfied’). A shift table will be presented for 
change in satisfaction of hair coverage (satisfied vs. dissatisfied) as reported by the patient based 
on the mITT analysis population for each scheduled visit and each dosing regimen.  

No supportive and subgroup analyses will be performed. 

Patient satisfaction of hair coverage data will be displayed in a by-subject data listing. 

12.3 Exploratory Efficacy Endpoint Analyses 
12.3.1 Change in patient’s eyebrows as measured by the patient’s Visual Analog Scale (VAS) 

The VAS is a distinct 100-millimeter line anchored on the left end at full degree of impairment 
(no eyebrow) and on the right end at no degree on impairment (full eyebrow). Indication of the 
degree of impairment perceived at the time of assessment is captured by marking the appropriate 
position on the line between the anchor points. The measured distance of the mark from the left 
anchor will be recorded in millimeters.  To assess the degree of impairment, the VAS analysis 
value will be computed by subtracting the VAS recorded value from 100. Missing data will not be 
imputed. 

The VAS for each eyebrow will be summarized based on the mITT analysis population by visit 
and dosing regimen using descriptive statistics.  The change and percent change from Baseline in 
VAS will also be summarized similarly for each eyebrow.  Difference of the means in change and 
percent change from Baseline between the two dosing regimens will be provided along with a two-
sided 90% CI at each visit for each eyebrow. 

No supportive and subgroup analyses will be performed for this endpoint.  
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12.3.2 Change in satisfaction of hair coverage quality as reported by patient 

The patient satisfaction hair coverage quality questionnaire will be assessed by the patient. For 
each of the 7 questions, the patient might select one of the five numeric choices representing “very 
dissatisfied” (1) to “very satisfied” (5). Missing data will not be imputed. 

A similar analysis approach as outlined for the change in satisfaction of hair coverage secondary 
efficacy endpoint (refer to Section 12.2.3) will be used for the change in satisfaction of hair 
coverage quality total score.  No supportive and subgroup analyses will be performed for this 
endpoint. 

12.4 Other Efficacy Endpoint Analyses 

12.4.1 Responder Analysis: Proportion of patients achieving at least 80% in relative change 
from Baseline in SALT score at Weeks 4, 8, 12, 16, 20, and 24 

The proportion of patients achieving at least 80% in relative change from Baseline in SALT score 
at Weeks 4, 8, 12, 16, 20, and 24, frequency and proportion will be summarized and analyzed 
similarly to the proportion of patients achieving at least a 90%, 75%, and 50% relative change 
from Baseline in SALT score at Weeks 4, 8, 12, 16, 20, and 24 (refer to Section 12.2.1). 

12.4.2 Proportion of Subjects with a SALT Score ≤ 10 and ≤ 20 at Weeks 12 and 24 

The number and percentage of subjects with a SALT score ≤ 10 and ≤ 20 at Weeks 12 and 24 will 
be summarized based on the mITT analysis population by visit and dosing regimen.  The difference 
in percentages along with the two-sided Wald 90% CI will also be provided at each visit. 

No supportive and subgroup analyses will be performed for this endpoint. 

12.4.3 Global Impression Scales 

The global impression scales employ a Likert scale measuring either disease severity or 
improvement after treatment. In this study, the global impression scales of severity and 
improvement will be performed by both the clinician and patient. The global impression scale of 
severity should consider the condition of the patient at the time of the assessment while the global 
impression scale of improvement should consider the condition of the patient at the time of the 
assessment compared to Baseline. 

Clinical Global Impression of Severity (CGI-S) 

The CGI-S will be assessed by the Investigator and will consider the severity of the patient’s 
alopecia areata at the time of assessment. The Investigator may select one of the five numeric 
choices representing “Extremely severe” to “Not at all severe”. Missing data will not be imputed. 
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Efficacy Endpoint Collection Time Method  
Exploratory   
Change from Baseline in 
VAS for Eyebrows to 
Week 24 

Baseline and Week 24 Descriptive statistics by visit and dosing regimen for each eyebrow 
separately with difference in means and two-sided 90% CI (t-distribution) 
for each post-baseline visit 
• Main analysis: with no imputation based on mITT analysis population  
• No supportive and subgroup analyses 

Change from Baseline in 
satisfaction of hair 
coverage quality to Week 
24 

Baseline and Week 24 Descriptive statistics by visit and dosing regimen with difference in means 
and two-sided 90% CI (t-distribution) for each post-baseline visit 
• Main analysis: with no imputation based on mITT analysis population  
• No supportive and subgroup analyses 

Other   
Responder (80%) in 
relative change from 
Baseline in SALT score at 
Weeks 4, 8, 12, 16, 20, and 
24 

Baseline and Weeks 4, 
8, 12, 16, 20, and 24 

Count and proportion of subjects by visit and dosing regimen for each 
responder definition separately with difference in proportions and two-sided 
Wald 90% CI for each post-baseline visit 
• Main analysis: using LOCF imputation based on mITT analysis 

population 
• Supportive analysis: using LOCF imputation based on PP analysis 

population, if applicable 
• Subgroup analyses: using LOCF imputation based on mITT analysis 

population within each subtype of alopecia areata at Baseline 
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14 APPENDICES 

Appendix 1 

Table 1 provides a description of the procedures planned at each visit. 
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ET=Early termination; HBV= hepatitis B virus; HCV = hepatitis C virus; PPD = 
purified protein derivative. 
1  Randomization/Day 1 may occur any time after Screening laboratory results are 

available and reviewed by the Investigator. 
2 All subsequent visits and week increments should be based on the date of Visit 2. 

All visit windows are ±3 days for subsequent visits.  
3 Also serves as the Early Termination Visit for patient withdrawal in this period. 
4 The Safety Follow-Up Visit is intended for those patients who do not roll over into 

an open-label extension and for patients who have been discontinued from the study 
and completed the Early Termination Visit (Week 24).   

5 For females of childbearing potential, a serum pregnancy test will be performed at 
all visits aside from the randomization visit where a urine pregnancy test will be 
performed. 

6 If PPD (skin test) is performed, subject will need to return to the clinic 24-48 hours after 
placement for PPD reading.  

7 Includes hematology and serum chemistry.  
8 When possible, collect pre-dose, except on Visit 11. 
9 Will include thyroid stimulating hormone and hemoglobin A1c at Screening only. 
10 Includes total cholesterol, low-density lipoprotein, high-density lipoprotein, and 

triglycerides. 
11 Should be performed by the same rater, when possible, for the patient for the duration of 

the study. 
12 For participants who authorize photographs to be taken of their scalp involvement and/or 

eye and nail involvement.  
13 Will be conducted at Visit 6 (Week 8) only.  
14 Collection is ongoing. 
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Appendix 2 
Output Conventions 
TLF will be generated using SAS® and will be displayed on letter size paper with landscape 
orientation, 1-inch margins, and 9-point Courier New font. 

All TLFs will include a header section comprised of the Sponsor’s name, the protocol number, the 
delivery description, the data cut-off date (if applicable), the TLF number, the TLF title, the 
analysis population, and the page number (Page X of Y). The footer section will include the TLF 
footnotes, the CRO’s name, the date and time of the execution of the program, and the name of 
the program. 

Summary tables and data listings will be summarized by dosing regimen and overall, as 
appropriate.  All data collected per-protocol and all derived variables will be listed.   

Mean and median will be displayed to one more decimal place than the original value; SD and CI 
will be displayed to two more decimal places than the original value; minimum and maximum will 
keep the same number of decimal places as the original value. If derived parameters are to be 
summarized, the number of decimals of the derived values is to be chosen on a case-by-case basis, 
but the rule above applies. 

For categorical summary tables, percentages will be reported to one decimal place. Percentages 
between 0 and 0.1 (both exclusive) will be displayed as “<0.1”. Percentages between 99.9 and 
100.0 (both exclusive) will be displayed as “>99.9”. For each dosing regimen, the denominator for 
each percentage will be the number of patients within the population, unless otherwise specified. 

Listings will be ordered by dose regimen, patient number, parameter (where applicable), date, 
and visit (where applicable). Imputed dates and imputed missing data will not be presented in the 
listings. 

All statistical deliverables will be produced, validated, and reviewed for accuracy/consistency in 
accordance with  standard operating procedures.    

Dates & Times Format 
Date and time (if available) will be presented in the format yyyy-mm-dd/hh:mm. 

Presentation of Treatment Arms 
When applicable, study treatments will be represented as follows in the different outputs: 

 








